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III. Remarks 

A. Status of the Application 

Claims 1-19 and 26-34 were previously pending. No claims have been added or 
canceled. Reconsideration of presently pending claims 1-19 and 26-34 is respectftiUy requested 
in light of the above amendments and the following remarks. 

B. Double Patenting Reiections 

Claims 1-19 stand provisionally rejected on the grounds of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 101-103, 106-110, 112-113 of copending 
U.S. Patent Application Ser. No. 09/924,298. Applicants again acknowledge this provisional 
rejection and will address any double patenting issues if and when a double patenting problem 
comes to fruition. 

C. S1Q3 Reiections 

1. The Pope and Larsen Patents 

Claims 1-7, 10-19, 26-29, 32, and 33 stand rejected under 35 U.S.C. § 103(a) as being 
unpatentable over U.S. Patent No, 6,290,726 to Pope et al. ("the Pope patent") in view of U.S. 
Patent No. 5,782,832 to Larsen et al. ("the Larsen patent"). Applicants traverse this rejection for 
at least the following reasons. 

The PTO provides in MPEP §2131 that: 

"The examiner bears the initial burden of factually supporting any 

prima facie conclusion of obviousness. If the examiner does not 
produce a prima facie case, the applicant is under no obligation to 
submit evidence of nonobviousness." 

The Examiner clearly cannot, using the Pope and Larsen patents, establish a prima facie case of 

obviousness with respect to these claims for at least the following reasons. 

35 U.S.C. § 103(a) provides, in part, that: 

"A patent may not be obtained ... if the differences between the 
subject matter sought to be patented and the prior art are such that 
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the subject matter as a whole would have been obvious at the time 
of the invention was made to a person having ordinary skill in the 
art . . ." (emphasis added) 

Thus, when evaluating a claim for determining obviousness, all limitations of the claim must be 

evaluated. 

Independent claim 1 recites "a first component having an articular surface for articulated 
movement with the shell, the first component formed fi-om a wear resistant first material, and a 
second component formed fi-om a resilient second material, wherein the body member is adapted 
to articulate with respect to the shell such that one or more surfaces of the shell come into contact 
with the articular surface of the first component during articulation," The Office Action asserts 
that the Pope patent "teach[es] that the second component and the third component could be 
made of ayny material." Page 4 (emphasis added). However, this is clearly not the case. The 
Pope patent describes in great detail the specific materials that may be utilized as substrates in 
forming the polycrystalline diamond compact articulation surfaces. The Pope patent notes that 
finding materials suitable for use as a substrate for the polycrystalline diamond component 
surfaces disclosed is "a formidable task" and becomes "even more difficult" once 
biocompatibility constraints are taken into account. Col. 34, 11 1 -2 1 . The Pope patent identifies a 
number of metals as being suitable substrates. However, none of the metals described as being 
suitable substrates appear to be resilient materials as required by claim 1 . For example, the Pope 
patent states: 

"The substrate 410 may be a suitable pure metal or alloy, or a 
cemented carbide containing a suitable metal or alloy as a 
cementing agent such as cobalt-cemented tungsten carbide. 
Preferably the substrate will be a metal with high tensile strength." 
Col. 22, Lines 53-57 

"The unique material properties of diamond and its relative 
differences in modulus and CTE compared to most potential 
substrate materials diamond make selection of an appropriate 
polycrystalline diamond substrate a formidable task. When the 
additional constraints of biocompatibility is placed on the 
substrate, the choice is even more difficult. Most biocompatible 
metals are not compatible with the material properties of synthetic 
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diamond." Col. 34, Lines 2-9 



"In order to manufacture any polycrystalline diamond component, 
an appropriate substrate should be selected. For the manufacture 
of a polycrystalline diamond component to be used in a prosthetic 
joint, the inventors prefer use of the substrates listed in the table 
below. 

TABLE 2 



SOMK StrtMKAmS FOR BK)MHD<CAT A W KrAIIOKK 
Sl ^BS^rRATF AT I ,OY SAMV REMARKS 



Tilanium 



Cobaft chrome 



Cobalt chrtj'rtU' 



Cobalt chrome 



116/4 iTiAlVa) 
ASTM F.. J580 

Ttmm 

AS m F W 



ASTM F' 75 



ASIW F-5t2 



ASTM ^'SHJt 





AS1M 1-560 (mw(loycsl) 


Platinum 




Nfiobnim 


AS*!^! F-67 (uwlbycd) 






Cobalt cemeiued mtig6t«tk 


WC 






Cobalt chtom cemented 


CoCr cemented WC 






Cobflli chronie ccmcnled 


CcCr cemttittd CiC 


chrome carbide 




Cobtdi chfome ct^mcntcd 


Cc<:r ixmmivfi SiC 






I'W-scd silicon cuTbi'dc 


SiC 


Cobttii chrome 


CoC:rMo 


molybdenum 






Vferimis 



A ihm tanlakim bajticr ii« 
fieieiably j>l;H;e<l the 
tUunium isiub&trttte before 
tiMidiiig diamonil feedslack. 
A|">pTx>vcd biocompatible 

Conuiins c!ob8l^ chrommm 
tn^d moiylHtentmi. Wroughr 
prixiuc*, Aj)j>r<yved 
biocompstiWc matcfial, 
Coiilj«n» cofooll, chromium, 
nirtgswft and iwckel, 
A)ip roved hbcompattblc 

Coawtlns col«iJt, chromium 
and molybdenum, CMi 
pf(Xlu<4. A|3t|>fo<ved 
biocompftt ible ma i«f is I . 
Coniftiniii cybait, chromium* 
nwilybdcnum ajwi mckcl. 
A|if roved biocot»i|)a(»bIc 
matcrittJ. 

Cooljiinis cobaJr, chfomium, 
molybdenum, tangKie??, imr\ 
and nickni Afjpfoved 
bjDOJinptttibic maltriat. 
A]5p roved bJocompaitblc 

AiJprovoct biocompatible 
mfiaaory mml 
May irtcliide Cf, Ki» Mg, 
nwlybcleaum. 
Ko< iiiJ|)rov«d in th<i U<S. 
Ibr pfoslbclic 2ipplkatiOft» 
ill ihij- lijik; dC wfuitij». 
CoCt is* itfl aj^jjiiotr'td 
b jocompttt i h Ic mil tcr iii ) . 
CoCi Ls Ko Hppixn'cd 
btocximpai I bk «ui t«r ia 1 . 
CoCi is An «ppu>vcd 
biowimpittiblc materinl. 

A iju« tung&ltn or 
tungstctw'cobiiit bycf is 
pfsa:^d on ihc. suhRiralc 
before loftilmg di^imond 
feedstock. 

A.|:>p roved biocompatible 



Cols. 35-36, Lines 1-50. 
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Accordingly, one skilled in the art would not modify the device of Pope to include the resilient 
layer 506 of the Larsen patent "formed of a resilient material such as synthetic rubber or other 
elastomeric material" because such materials are not indicated as being suitable substrates for the 
polycrystalline diamond compact surfaces of the Pope devices. Attempting to use such a resilient 
material as the substrate would likely destroy the intended function of the devices of the Pope 
patent— providing polycrystalline diamond compact articulation surfaces. Since this 
modification of the Pope patent would destroy the purpose or function of the invention disclosed, 
there is no reason for one of ordinary skill in the art to make the claimed modification. 

Therefore, for at least these reasons a prima facie case of obviousness has not been 
established with respect to independent claim 1 . Claims 3-17 depend from and further limit 
claim 1 . Thus, Applicants respectfully request that the §103 rejection of claims 1 and 3-17 over 
the Pope and Larsen patents be withdrawn. 

Similarly, independent claim 2 recites in part, "a first component having an articular 
surface for articulated movement with the shell, the first component formed fi-om a wear resistant 
first material, and a second component formed from a resilient second material, wherein the 
second component is disposed between the first component and a third component also formed 
fi-om the first material, the third component having an articular surface for articulated movement 
with the shell." As shown above, modifying the Pope patent in light of the Larsen patent, as 
suggested by the Office Action, would destroy the purpose or intended fiinction of the invention 
disclosed. Accordingly, there is no reason for one of ordinary skill in the art to make the claimed 
modification. Further, with respect to claim 2 the resilient component is positioned between the 
first and second components having articulating surfaces. In contrast, the resilient layer 506 is 
positioned between support members 502, 504 that are fixed or fused to the vertebrae and do not 
articulate. No reason has been established for utilizing the resilient layer 506 with articulating 
components as required by claim 2. Therefore, for at least these reasons a prima facie case of 
obviousness has not been established with respect to independent claim 2. Claims 1 8 and 1 9 
depend fi-om and further limit claim 2. Thus, Applicants respectfully request that the §103 
rejection of claims 2, 18, and 19 over the Pope and Larsen patents be withdrawn. 
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With respect to independent claim 26, the Pope patent at least fails to teach, "a first 
portion configured to articulate with a first surface of the shell structure, the first portion formed 
fi-om a first wear-resistant material; a second portion configured to articulate with a second 
surface of the shell structure, the second portion formed fi-om a second wear-resistant material; 
and a third portion positioned at least partially between the first and second portions to avoid 
contact with the shell structure, the third portion formed from a resilient material" As shown 
above with respect to independent claims 1 and 2, modifying the Pope patent as suggested by the 
Office Action would destroy one of the intended functions of the Pope patent — ^providing 
polycrystalline diamond compact articulation surfaces. Therefore, for at least the same reasons, a 
prima facie case of obviousness has not been established with respect to independent claim 26. 
Claims 27-29, 32, and 33 depend fi-om and further limit claim 26. Thus, Applicants respectfully 
request that the §103 rejection of claims 26-29, 32, and 33 over the Pope and Larsen patents be 
withdrawn. 

2. The Pope, Larsen, and Buttner-Janz Patents 

Claims 30 and 31 stand rejected under 35 U.S.C, §103 as being unpatentable over the 
Pope patent in view of the Larsen patent in further view of U.S. Patent No. 5,401,269 to Buttner- 
Janz et al. ("the Buttner-Janz patent"). However, as shown above the Pope and Larsen patents 
are insufficient to establish a prima facie case of obviousness with respect to independent claim 
26, fi-om which claims 30 and 31 depend and further limit. The Buttner-Janz patent does not 
affect this deficiency. Thus, for at least the same reasons, a prima facie case of obviousness has 
not been established with respect to claims 30 and 3 1 . Therefore, Applicants respectfully request 
that the §103 rejection of claims 30 and 31 over the Pope, Larsen, and Buttner-Janz patents be 
withdrawn. 

3. The Pope, Larsen, and Suddaby Patents 

Claim 34 stands rejected under 35 U.S.C. §103 as being unpatentable over the Pope 
patent in view of the Larsen patent in further view of U.S. Patent No. 6,395,034 to Suddaby ("the 
Suddaby patent"). Claim 34 recites ''a first portion configured to articulate with the first half of 
the shell structure, the first portion formed from a first wear-resistant material and having at least 
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one recess; a second portion configured to articulate with the second half of the shell structure, 
the second portion formed fi-om the first wear-resistant material and having at least one 
projection adapted to slidably engage with the at least one recess of the first portion; and a third 
portion positioned at least partially between the first and second portions, the third portion 
formed from a resilient material." Again, one skilled in the art would not modify the device of 
Pope to include the resilient layer 506 of the Larsen patent "formed of a resilient material such as 
synthetic rubber or other elastomeric material" because such materials are not indicated as being 
suitable substrates for the polycrystalline diamond compact surfaces of the Pope patent. 
Attempting to use such resilient materials as the substrate would likely destroy one of the 
intended functions of the devices of the Pope patent— providing polycrystalline diamond 
compact articulation surfaces. Thus, there is no reason for one of ordinary skill in the art to make 
the claimed modification. The Suddaby patent does not affect this deficiency. Accordingly, for 
at least these reasons a prima facie case of obviousness has not been established with respect to 
claim 34. Therefore, Applicants respectfully request that the §103 rejection of claim 34 over the 
Pope, Larsai, and Suddaby patents be withdrawn. 
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rv. Conclusion 

It is believed that all matters set forth in the Final Office Action have been addressed, and 
that claims 1-19 and 26-34 are in condition for allowance. Thus, an indication of allowance of 
the claims is respectfully requested. 

Should the Examiner deem that an interview with Applicant's undersigned attorney 
would expedite consideration, the Examiner is invited to call the undersigned attorney. 



Dated: ^^^O^ 
HAYNES AND BOONE, LLP 
Customer No. 46333 
Telephone: 972/739-8641 
Facsimile: 214/200-0853 

R187730 l.DOC 



Respectfully submitted, 

Gregory P. Webb 
Registration No. 59,859 
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